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INFORMATION DISCLOSURE STATEMENT 

I. Disclosure of the Attached Form PTO- 1 449 

Applicants submit the attached form PTO-1449 (13 pages). This application claims 
priority to the following U.S. patent applications referenced by Serial No.: 10/388,609, 
09/707,627, 09/236,816, 09/162,704, 09/153,552, 08/881,525, 08/881,692, 08/881,527, 
08/881,693, 08/881,694, 09/876,833, 09/876,832, 09/876,831, 10/624,894, 09/753,786, 
09/022,688, 10/242,777, 09/340,065, 09/022,612, 09/776,231, 09/776,186, 09/272,806, 
09/884,859, 09/792,628, 09/664,473, 08/696,051. 

These references are provided for the sake of completeness and may be no more pertinent 
than or may be cumulative to references already supplied. 

II. Disclosure of Patent Litigation of Related Patents 

This application is related (by a claim of priority) to U.S. Pat. Nos. 5,980,504 ("the '504 
patent") and 6,261,31 1 ("the '311 patent) that are being asserted by their owner Smith & 
Nephew against a company Arthrocare because of Arthrocare's Spine Wand product and its use 
in a procedure called Nucleoplasty. Smith & Nephew filed a Complaint and Arthrocare 
answered the Complaint on August 7, 2003, and asserted a counterclaim that the '504 and '31 1 
patents were unenforceable due to inequitable conduct (see Reference MI, paragraphs 37-39). A 
copy of Arthrocare's Answer and Counterclaim is submitted as Reference MI. 

A Characterizations of U.S. Pat. No. 5,433,739 

Arthrocare alleges that one of the inventors and/or others involved with the prosecution 
of the application leading to the '504 and '311 patents misrepresented material information about 
U.S. Pat. No. 5,433,739 ("the '739 patent") in comments made at col. 3, lines 56-58 of the '31 1 
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patent and at col. 3, lines 23-25 of the '504 patent. The characterizations of the '739 patent 
identified by Arthrocare in the '31 1 patent are also in the present application. To address the 
allegations related to the '739 patent, Applicants offer the following remarks. 

1 .. Statements in the '3 1 1 Patent Identified by Arthrocare 
Arthrocare identifies the statement that "neither embodiment of the devices of the '739 
patent . . . provide[s] for focal delivery of therapy to a selected local region within the disc or 
precise temperature control at the annulus" in the '311 patent at col. 3, lines 56-58 as a 
misrepresentation of material information. Smith & Nephew, owner of the present application, 
disputes the allegation. 

a) Focal Delivery of Therapy to a Selected Local Region 

The statement in the '31 1 patent is accurate. Neither embodiment of the devices of the 
'739 patent "provide[s] for focal delivery of therapy to a selected local region within the disc." 
The '739 patent is directed to "heating the entire disc to a temperature significantly above body 
temperature. The heated disc will, in turn, heat the nerves which innervate its surface, and they 
will be destroyed or altered if the heat of the disc is elevated to an appropriately high 
temperature." 1 Thus, rather than focal delivery of therapy to a selected local region within the 
disc, the '739 patent describes "global heating" of the disc. 

In addition to the '739 patent discussing placing an electrode approximately at the center 
of the disc to achieve a global spread of heat throughout the disc, 2 the '739 patent also describes 
depositing primary heat at different regions within the disc, 3 and denervating neural structures on 
a "semi-global" basis. 4 This global or semi-global heating or denervation is not "focal delivery 
of therapy to a selected local region within the disc." 

b) Precise Temperature Control 

The statement made in the '31 1 patent is accurate. Neither embodiment of the devices of 
the '739 patent "provide[s] . . . precise temperature control at the annulus." The '739 patent 



1 The '739 patent at col. 2, lines 52-60. 

2 The '739 patent at col. 5, lines 58-65. 

3 The '739 patent at col. 9, lines 19-20 and 46-49, and col. 14, lines 61-68. 

4 The '739 patent at col. 5, lines 67-68. 
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describes monitoring temperature 5 and states, as an objective, that an operator using multiple 
temperature monitors at remote "points in space relative to the primary RF lesion electrode"can 
control the exact temperature distribution 6 . However, the operator monitoring of the '739 patent 
does not provide precise temperature control at the annulus or anywhere else, which is 
exemplified by the description in the '3 1 1 patent of "the use of [temperature] sensors 48 and 
feedback control system 52, [to maintain] a tissue ... at a desired temperature for a selected 
period of time without aberrant high temperature fluctuations" 7 . While the '739 patent describes 
that an "rf generator may also include . . . control circuitry to vary and monitor the radio 
frequency power delivered to the electrode," 8 the '739 patent does not describe that the control 
circuitry is used to control temperature. 

2. Statements in the '504 Patent Identified by Arthrocare 
Arthrocare identifies the statement that "the embodiments of the '739 patent do not . . . 
provide for delivery of material to treat the annulus, nor do the embodiments permit temperature 
monitoring at the posterior annulus" in the '504 patent at col. 3, lines 56-57 as a 
misrepresentation of material information. Smith & Nephew disputes the allegation as detailed 
below. 

a) Delivery of Material to Treat the Annulus 
The statement in the '504 patent is accurate. That is, the embodiments of the '739 patent 
do not even "provide for delivery of material to treat the annulus." First, the '739 patent does not 
identify the anatomical structure of the annulus of the disc. Second, though the '739 patent 
describes devices that can deliver anesthetic, the anesthetic is used to assist in the process of 
identifying the proper disc to treat, not to treat the disc, much less to treat the annulus of the 
disc. 9 



5 The '739 patent at col. 5, lines 65-67. 

6 The '739 patent at col. 4, lines 10-20. 

7 The '311 patent at col. 19, lines 10-13, 

8 The '739 patent at col. 5, lines 23-26. 

9 The '739 patent at col. 14, lines 9-16. 
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b) Temperature Monitoring at the Posterior Annulus 



The statement is accurate that the embodiments of the devices of the '739 patent do not 
"permit temperature monitoring at the posterior annulus." The anatomy of the spine prohibits 
access to the posterior annulus from a directly posterior position. 10 The '739 patent states that 
"another way of measuring the temperature throughout the disc and at remote positions would be 
to have a side outlet probe." 11 As described, the side outlet probe emanates along a curved 
trajectory. 12 However, that curved trajectory (shown in dashed lines in Fig. 2 of the '739 patent) 
does not reach the posterior annulus, and thus the devices of the '739 patent do not permit 
temperature monitoring at the posterior annulus. 

III. Prior Art Not Cited in Related Applications 

Arthrocare also alleges that U.S. Pat. No. 5,486,161 was withheld from the Patent Office 
during prosecution of the '504 and '311 patents. This reference has been supplied to the Patent 
Office and the examiner is invited to consider the reference in the context of the examination of 
the present claims. 

All of the references were submitted to and/or cited by the Office in one or more of the 
priority applications and, therefore, are not provided in this application. 

This statement is being filed before the receipt of a first Office action on the merits. 
Please apply any charges or credits to Deposit Account No. 06-1050. 



Fish & Richardson P.C. 
1425 K Street, N.W. 
11th Floor 

Washington, DC 20005-3500 
Telephone: (202) 783-5070 
Facsimile: (202) 783-2331 



Respectfully submitted, 



Date: jVW&-ctf VL 1*>o ^ 




10 The '504 patent at col. 2, lines 50-53. 

1 1 The '739 patent at col. 9, lines 37-39. 

12 The '739 patent at col. 9, lines 37-45 and col. 12, lines 56-65. 
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